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Reply to Office action of October 20, 2005 

Remarks 

Restriction Requirement 

Applicants hereby affirm election of Group I, claims 1-15, and DNA to prosecute at this time. 
Objections to the Claims: 

The claim 1-3 and 15 have been canceled or amended to reflect the restriction election. In 
addition, claims 7, 10, and 15 have been amended and as recommended by the Examiner. 

Double Patenting: 

Claims 1-6, 1 1, and 15 have been provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-8, 10, 12, 14, and 20-23 
of copending Application No. 10/628,792. With this Response, Applicants have filed a terminal 
disclaimer to overcome the rejection. 

Claims 1, 3-6, 10, and 15 have been provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1-2, 4-6, and 8-9 of 
copending Application No. 10/997,025. With this Response, Applicants have filed a terminal 
disclaimer to overcome the rejection. 

Rejection of the claims under 35 USC § 1 12: 

Claims 1-15 have been rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The Action states, on page 7-8, that the only intended use of the 
claimed invention is a method of gene therapy to treat disease, specifically prostate cancer. 
Applicants respectfully disagree. The specification states on page 1 lines 25-27, "Delivery of 
genes to prostate in animal models will also further biomedical research into the causes, 
mechanisms and potential treatments of enlarged prostate, prostate cancer and benign prostatic 
hyperplasia." On page 2 lines 12-13, the specification states, "In a preferred embodiment, the 
present invention provides processes for in vivo delivery of polynucleotides to prostate cells in a 
mammal" Many uses for delivery of genes to cells in vivo, for gene therapy and otherwise, are 
well known in the art. On page 3 lines 29-30 and 33-34, the specification states, "In a preferred 
embodiment, the described processes can be used to deliver a polynucleotide to a prostate cell for 
the purpose of altering the endogenous properties of the cell" and "Alternatively, the 
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polynucleotide may be delivered to the cell to facilitate pharmaceutical drug discovery, drug 
target validation or for research." Finally, the specification states, on page 12 lines 15-19, "The 
polynucleotide can be a sequence whose presence or expression in a cell alters the expression or 
function of cellular genes or RNA. A polynucleotide can be delivered to a cell to express an 
exogenous nucleotide sequence, to inhibit, eliminate, augment, or alter expression of an 
endogenous nucleotide sequence, or to affect a specific physiological characteristic not 
associated with the cell prior to delivery of the polynucleotide." It is the Applicants' opinion that 
these statements fully support uses for delivery of polynucleotides for purposes other that gene 
therapy to treat disease. 

Claim 1 has been rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite. The action 
states that it is unclear how an artisan can insert an injection solution without the aid of a syringe 
or catheter, (i.e. delivery device). Applicants have amended the claim to obviate the rejection. 
Support for the amendment can be found in the specification on page 5 line 33 to page 6 line 17. 

Rejection of the Claims under 35 USC § 102: 

Claims 1, 3-5, and 10 have been rejected under 35 U.S.C. 102(b) as being anticipated by Zhu et 
al. Applicants have amended claim 1 to obviate the rejection. Specifically, claim 1 has been 
amended to incorporate the limitations of claim 15, injection into the lumen of an afferent or 
efferent vessel of the prostate. 

The Examiner's objections and rejections are now believed to be overcome by this response to 
the Office Action. In view of Applicants' amendment and arguments, it is submitted that claims 
1, 2 and 4-14 should be allowable. 

Respectfully submitted, 

Kirk Ekena, Reg. No. 56,672 
Minis Bio Corporation 
505 South Rosa Road 
Madison, WI 53719 
608-238-4400 
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